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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 18 February 2009 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 51-57 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 51-57 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) |EI Claim(s) 51-57 are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED OFFICE ACTION 

Applicant's amendment filed on 18 February 2009 is acknowledged and entered. 
Following the amendment, claims 45-50 are canceled, and the new claims 51-57 are added. 

Newly submitted claims 51-57 encompass an invention that is independent or distinct 
from the invention originally claimed for the following reasons: 

New claims 51-57 encompass a method for treating ADD and ADHD, which belong to 
Group II invention as set forth in the restriction requirement mailed on 9/12/06. The method for 
treating ADD and ADHD is independent and distinct from the originally elected invention (a 
method for treating autistic disorder) for the reasons of record. Since applicant has received an 
action on the merits for the originally presented invention, this invention has been constructively 
elected by original presentation for prosecution on the merits. Accordingly, a method for 
treating ADD and ADHD encompassed by claims 51-56 is withdrawn from consideration as 
being directed to a non-elected invention. See 37 CFR 1.142(b) and MPEP § 821.03. 

Currently, claims 51-57 are pending, and they will be examined to the extent that they 
read on the elected invention. 

Withdrawal of Objections and Rejections: 

All objections and rejections of claims 45-50 are moot as the applicant has canceled the 

claims. 

Formal Matters: 
Claims 

Claims 51 and 52 are objected to for encompassing a non-elected subject matter, ADD 
and ADHD. The applicant is required to amend the claims to read only upon the elected 
invention. 

Double Patenting Rejections: 
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The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

Claims 51 and 53-57 are rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-7 of U.S. Patent No. 6,632,429 in view of Beck et 
al. (US6,020,310, provided by applicants). Although the conflicting claims are not identical, they 
are not patentably distinct from each other for the following reasons. 

The present claims 5 1 and 53-57 drawn to a method for treating autism, ADD and ADHD 
with digestive enzymes, wherein the method comprising administering CARS test; determining 
lowered fecal chymotrypsin level; and administering digestive enzymes. Claims 1-7 of the 
patent are directed to the similar method except that they do not recite administering CARS test. 
However, before-, during, and after-treatment evaluation of a medical condition being treated 
such as autism is obvious as such is notoriously known and widely practiced in the field. For 
example, Beck teaches behavior evaluation of the autistic patients prior and post secretin 
treatment, and indicates that a more specific measure directly related to autism is the Childhood 
Autism Rating Scale (CARS) (the paragraph bridging columns 10 and 11). Therefore, it would 
be obvious to administer CARS test before the treatment to set up a reference line for 
determining the efficacy of the treatment later. As such, the conflicting claims are not patentably 
distinct from each other. 
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New Matter Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 52 is ejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to reasonably convey to one skilled 
in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

Claim 52 recite "the CARS is repeated on a periodic basis". However, Applicants have 
not pointed out, nor can the Examiner locate, the basis in the specification for such a limitation. 

This is a new matter rejection. 

Rejections under 35 U.S.C. SI 12: 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 51-57 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 5 1 is indefinite for the recitation "administering a CARS (childhood autism rating 
scale) test to determine the degree in which autism, ADD, or ADHD symptoms are present" in 
lines 3-4 because it is unclear what is the relationship between this limitation and said method of 
treatment. Further, the claim recites the limitation "the individual" in line 5. There is 
insufficient antecedent basis for this limitation in the claim. 

Claim 52 is indefinite for the recitation "a periodic basis" because it is unclear what 
frequency is "a periodic basis". The metes and bounds of the claim, therefore, cannot be 
determined. 
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The remaining claims are included in this rejection because they are dependent from the 
specifically mentioned claims without resolving the indefiniteness issue belonging thereto. 

Rejections Over Prior Art: 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 51-57 are rejected under 35 U.S.C. 103(a) as being unpatentable over Beck et al. 
(US6,020,310, provided by applicants), and in view of Bode et al. (Clin Biochem 1986;19:333- 
37), and Sipos (US4,079,125), 

The teachings of Beck and Sipos were reviewed in the previous Office Action (8/7/07), 
and arc reiterated herein: 

Beck discloses that there are two subgroups of autistic patients, distinguished on the basis 
of gastrointestinal symptoms, blood secretin levels, the increase in serotonin level after secretin 
injection and the quantity and quality of fluid produced for secretin stimulation, and that there is 
high prevalence of other gastrointestinal abnormalities including inflammation in the esophagus, 
digestive enzyme deficiencies in children with autistic behavior, which supports a relationship 
between the presence of gastrointestinal dysfunctions and autism (column 4, lines 56-65). Beck 
indicates that patients with chronic, non-infectious diarrhea with unclear etiology were analyzed 
by the full upper GI work-up including biopsies for histology measurement of the digestive 
enzymes of the small intestine and the pancreas (including chymotrypsin) (column 10, lines 12- 
17, and 36-40). Additionally, Beck teaches behavior evaluation of the autistic patients prior and 
post secretin treatment, and indicates that a more specific measure directly related to autism is 
the Childhood Autism Rating Scale (CARS) (the paragraph bridging columns 10 and 11). 

Beck does not explicitly mention treating autism having digestive enzyme deficiencies by 
measuring fecal chymotrypsin level of autistic patients, and then administering digestive 
enzymes to those with lowered fecal chymotrypsin level. 
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Bode teaches a simple photometric determination of chymotrypsin activity in stools, 
which is for detection of exocrine pancreatic insufficiency, and is easy to perform, inexpensive 
and does not place any undue stress on the patient (abstract, and the 1 st paragraph of the left 
column, for example). Additionally, Bode teaches that normal chymotrypsin activity is >10 U/g 
(page 333, 2 nd column, 1.2). 

Sipos teaches digestive enzyme-containing compositions, which are capable of 
withstanding hours of exposure to gastric fluids while protecting the biological activity of the 
enzymes (abstract), and that the principal active agents in the composition are enzymes including 
such pancreatic enzymes as the proteases, for example trypsin, chymotrypsin (column 5, lines 
20-23). Further, Sipos teaches that the total amount of the composition required to be 
administered to an enzyme deficient patient will vary with the severity of the condition and the 
amount of food ingested, and the compositions is administered with each meal (column 9, lines 
10-16). 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made 1) to measure and determine fecal chymotrypsin level in autistic patients 
using the method taught by Bode, wherein the lowered fecal chymotrypsin level would be a 
further indication that the autistic patients belong to a subgroups of autism having digestive 
enzyme deficiencies (as suggested by Beck); and 2) to treat the patients with the lowered fecal 
chymotrypsin level with Sipos's compositions of digestive enzymes as lowered fecal 
chymotrypsin level would indicate exocrine pancreatic insufficiency (digestive enzyme 
deficiency) as taught by Bode. The person of ordinary skill in the art would have been motivated 
to do so for disease treatment, and reasonably would have expected success because Beck has 
demonstrated that autistic patients have digestive enzyme deficiencies, and Sipos has 
demonstrated that the digestive enzyme-containing compositions are capable of withstanding 
hours of exposure to gastric fluids, and remaining the biological activity of the enzymes. 

With respect to the limitation "administering a CARS (childhood autism rating scale) test 
to determine the degree in which autism, ADD, or ADHD symptoms are present" in claim 51, it 
represents pre-treatment evaluation of the condition, and is not directly related to the treatment as 
the treatment is given based on the lowered fecal chymotrypsin level. Therefore, it does not add 
weight to the method of treatment. Further, pre-, during, and after-treatment evaluation of a 
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medical condition being treated is obvious as such is notoriously known and widely practiced in 
the field. For example, Beck teaches behavior evaluation of the autistic patients prior and post 
secretin treatment. Therefore, such claim limitation does not render the claimed method of 
treatment novel over the prior art. 

With respect to the limitation "said amount is determined according to the age of the 
individual" in claim 56, it is obvious as the amount of virtually all medication identify 
determined according to the age. With respect to the limitation of frequency of administering the 
enzyme in claim 57, Sipos teaches that the total amount of the composition required to be 
administered to an enzyme deficient patient will vary with the severity of the condition and the 
amount of food ingested. Given the state of the art at the time the invention was filed, and the 
teachings of Sipos, determining the proper duration for administering digestive enzymes or a 
proper therapeutic regimen is well within the skilled artisan's purview, and it does not constitute 
novel inventive concept. Therefore, the claimed invention, taken as a whole, is considered prima 
facie obvious over the Beck, Bode and Sipos references. 



Conclusion: 

No claim is allowed. 
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Advisory Information: 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 
A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



/Dong Jiang/ 

Primary Examiner, Art Unit 1646 
4/16/09 



